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DETAILED ACTION 

1 . A request for continued examination under 37 CFR 1.114, including the fee set 
forth in 37 CFR 1 .17(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.114, and the fee set 
forth in 37 CFR 1.17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on 03 April 
2006 has been entered. 

2. Claims 1 -1 8, 20-21 , 23-60 and 62 are cancelled. 
Claim 64 has been amended. 

2. Claims 19, 22, 61 and 63-65 are pending and under examination. 

3. The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior Office action. 

4. This Office Action contains New Grounds of Rejections. 
Objections/Rejections Withdrawn 

5. The rejection of claims 19, 22, 61 and 63 under 35 U.S.C. 103(a) as being 
unpatentable over Billing-Mendel et al (U.S. Patent 6,130,043, priority to 5/2/1997, Ids 
reference AC filed 1/24/2003) as evidenced by the instant disclosure in view of Hauser 
et al (U.S. Patent 5,776,468, 102(e) date 2/12/1996) and Ladd et al (U.S. Patent 
5,759,551 , 102(e) date 12/26/1995) is withdrawn in view of applicant's arguments and in 
view of the new grounds of rejections set forth below. 
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6. The rejection of claims 64-65 are rejected under 35 U.S.C. 1 03(a) as being 
unpatentable over Billing-Mendel et al (U.S. Patent 6,130,043, 5/2/1997, Ids reference 
AC filed 1/24/2003) in view of Mincheff et al (U.S. Patent 6,387,888 B1, 9/30/1998) and 
Salgaller et al (Prostate, 35(2): 144-1 51, May 1998) is withdrawn in view of applicant's 
arguments and in view of the new grounds of rejections set forth below. 

Priority 

7. In the response filed 7/19/2004, Applicant has identified that instantly claimed 
residues 367-375 of SEQ ID N0:1 13 and the disclosure of this epitope sequence was 
first made by Applicant's in USSN 09/232,149, filed 1/15/99, now U.S. Patent 
6,465,61 1 . Consistent with this, Applicant has amended the CROSS REFERENCE TO 
RELATED APPLICATIONS on the first line of the specification such that USSN 
09/232,149, filed 1/15/1999 is the earliest application to which priority is now claimed. 
Accordingly, the priority date of the instant claims is deemed to be that of USSN 
09/232,149, i.e., 1/15/1999. 

New Grounds of Rejections 

8. Claims 61 , 19, 22 and 63 are rejected under 35 U.S.C. 103(a) as being obvious 
over Momin et al (U.S. Patent 6,146,632, 102(e) date 7/2/1996) and Billing-Mendel et al 
(U.S. Patent 6,130,043, field 5/1/1998, Ids reference AC filed 1/24/2003) and 
Apostolopoulos et al (Vaccine, 14(9):930-938, 1996). 
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The claims are drawn to an immunogenic composition comprising an 
immunostimulant which induces a predominantly Th1-type immune response and a 
polypeptide comprising amino acids 367-375 of SEQ ID N0:113 and stimulates a 
human cytotoxic T lymphocyte response specific for SEQ ID N0:1 13, wherein the 
immunostimulant is selected from an adjuvant, monophosphoryl lipid A, 3-de-O-acylated 
monophosphoryl lipid A or saponins and a method for stimulating an immune response 
in a patient comprising administering said immunogenic composition to a patient. 
Applicant is reminded that "comprising" is inclusive or open-ended and does not exclude 
additional, unrecited elements, i.e., the claims are not limited to amino acids 367-375 of 
SEQIDN0:113. See MPEP 21 1 1.03. 

Momin et al teach anti-cancer compositions comprising a cancer antigen and 3 
de-acylated monophosphoryl lipid A (3 D-MPL) and QS21 (saponin), which are 
preferential stimulators of lgG2a production and a Th1 cell response, where the 
induction of lgG2a is correlated with a cell-mediated immune response (see entire 
document, particularly column 1, lines 35-41 and column 2, lines 32-35). Momin et al 
do not specifically teach an immunogenic composition comprising an immunostimulant 
which induces a predominantly Thi-type immune response and a polypeptide 
comprising amino acids 367-375 of SEQ ID N0:1 13 and stimulates a human cytotoxic T 
lymphocyte response specific for SEQ ID N0:1 13, wherein the immunostimulant is 
selected from an adjuvant, monophosphoryl lipid A, 3-de-O-acylated monophosphoryl 
lipid A or saponins, or a method for stimulating an immune response in a patient 
comprising administering said immunogenic composition to a patient. These 
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deficiencies are made up for in the teachings of Billing-Mendel et al and Apostolopoulos 
et al. 

Billing-Mendel et al teach a polypeptide of 242 amino acids (SEQ ID NO:36) 
expressed in prostate cancer tissue, which shares 100% amino acid identity with 
residues 299-529 of the instantly claimed SEQ ID NO: 1 1 3 (see Exhibit A attached to the 
back of this office action). Thus, Billing-Mendel et al teach a polypeptide (sequence 36) 
that "comprises" residues 367-375 of SEQ ID N0:1 13 (see Exhibit A). 

Apostolopoulos et al teach that induction of a humoral immune response (i.e., 
Th2 response) gives poor tumor protection accompanied by little cellular immunity (i.e., 
TH1 response), however, when a cellular immune response is induced, this results in 
significant tumor protection, cytotoxic T lymphocytes and little antibody production (see 
abstract and page 930, right column). Apostolopoulos et al state "However, in 
immunotherapy studies mice immunized with either natural mucin (HMFG) or a 20mer 
synthetic peptide from the VTNR repeat or a MUCI fusion protein (FP), and challenged 
with MUC1+3T3 cells, had poor tumor protection, significant antibody titers were 
produced, a detectable CD4+ DTH, but no CTL were found." (see page 930, right 
column). 

It would have been prima facie obvious to one of ordinary skill in the art at the 
time the claimed invention was made to have produced an immunogenic composition 
comprising the Thi -inducing immunostimulant 3 D-MPL and QS21, and the prostate 
cancer antigen of SEQ ID NO:36 (i.e., a polypeptide comprising residues 367-375 of 
SEQ ID N0:1 13) as taught by Billing-Mendel and a method of stimulating an immune 
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response in a patient comprising administering said immunogenic composition for 
therapeutic benefit of prostate cancer. 

One of ordinary skill in the art would have been motivated to and had a 
reasonable expectation of success at the time the invention was made to have 
produced an immunogenic composition comprising the Th1 -inducing immunostimulant 3 
D-MPL and QS21, and the prostate cancer antigen of SEQ ID NO:36 (i.e., a polypeptide 
comprising residues 367-375 of SEQ ID NO: 11 3) as taught by Billing-Mendel and a 
method of stimulating an immune response in a patient comprising administering said 
immunogenic composition for therapeutic benefit of prostate cancer in view of Momin et 
al and Billing-Mendel et al and Apostolopoulos et al because Momin et al teach anti- 
cancer compositions comprising a cancer antigen and 3 D-MPL and QS21, which are 
preferential stimulators of lgG2a production and a Thi cell response, where the 
induction of lgG2a is correlated with a cell-mediated immune response and Billing- 
Mendel et al teach the polypeptide of SEQ ID NO:36 expressed in prostate cancer 
tissue, which shares 100% amino acid identity with residues 299-529 of the instantly 
claimed SEQ ID N0:1 13 and Apostolopoulos et al teach that induction of a humoral 
immune response (i.e., Th2 response) gives poor tumor protection accompanied by little 
cellular immunity (i.e., Thi response), however, when a cellular immune response is 
induced, this results in significant tumor protection, cytotoxic T lymphocytes and little 
antibody production. Therefore, one of ordinary skill in the art would have been 
motivated to modify the immunogenic composition of Momin et al with the prostate 
cancer antigen of Billing-Mendel et al and administer the immunogenic composition to 
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prostate cancer patients for inducing a Th1-type immune response since induction of a 
Th2-type immune response or antibody response gives poor tumor protection and little 
cellular immunity, whereas induction of a cellular or Th1-type immune response results 
in significant tumor protection and little antibody production. Thus, there would be an 
advantage to inducing a Th1-type immune response in prostate cancer patients by 
administering an immunogenic composition comprising the prostate cancer antigen of 
SEQ ID NO:36 and 3 D-MPL and QS21 . The strongest rationale for combining 
references is a recognition, expressly or impliedly in the prior art or drawn from a 
convincing line of reasoning based on established scientific principles or legal 
precedent, that some advantage or expected beneficial result would have been 
produced by their combination. In re Sernaker, 702 F.2d 989, 994-95, 217 USPQ 1, 5-6 
(Fed. Cir. 1983). Thus, it would have been prima facie obvious to one skilled in the art 
to have produced an immunogenic composition comprising the Thi -inducing 
immunostimulant 3 D-MPL and QS21, and the prostate cancer antigen of SEQ ID 
NO:36 (i.e., a polypeptide comprising residues 367-375 of SEQ ID N0:1 13) as taught 
by Billing-Mendel and a method of stimulating an immune response in a patient 
comprising administering said immunogenic composition for therapeutic benefit of 
prostate cancer in view of Momin et al and Billing-Mendel et al and Apostolopoulos et al. 

Therefore, the invention as a whole was prima facie obvious to one of ordinary 
skill in the art at the time the invention was made, as evidenced by the references. 
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9. Claims 64-65 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Billing-Mendel et al (U.S. Patent 6,130,043, 5/2/1997, Ids reference AC filed 1/24/2003) 
in view of Mincheff et al (U.S. Patent 6,387,888 B1 , 9/30/1998, cited on PTO-892 mailed 
9/2/04) and Apostolopoulos et al (Vaccine, 14(9):930-938, 1996). 

The claims are drawn to an immunogenic composition comprising an 
immunostimulant which induces a predominantly Thi-type immune response and an 
antigen-presenting cell that expresses a polypeptide that comprises the T-cell epitope of 
amino acid residues 367-375 of SEQ ID N0:1 13 and wherein the polypeptide 
stimulates a human cytotoxic T lymphocyte response specific for SEQ ID N0:1 13 and a 
method of stimulating an immune response in a patient comprising administering said 
immunogenic composition. 

Billing-Mendel et al have been described supra. Billing-Mendel et al do not 
specifically teach an immunogenic composition comprising an immunostimulant which 
induces a predominantly Thi-type immune response and an antigen-presenting cell that 
expresses a polypeptide that comprises the T-cell epitope of amino acid residues 367- 
375 of SEQ ID N0:1 13 and wherein the polypeptide stimulates a human cytotoxic T 
lymphocyte response specific for SEQ ID N0:1 13 and a method of stimulating an 
immune response in a patient comprising administering said immunogenic composition. 
These deficiencies are made up for in the teachings of Mincheff et al and 
Apostolopoulos et al. 

Mincheff et al teach antigen-presenting cells expressing a prostate cancer 
antigen following the introduction of DNA or RNA encoding said prostate cancer antigen 
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(see columns 1-2). Mincheff et al also teach a method of treating prostate cancer 
patients, wherein dendritic cells are transfected with a nucleic acid encoding a prostate 
cancer antigen and infused back into the prostate cancer patient where they stimulate 
autologous T-cells (see column 2). 

Apostolopoulos et al have been described supra. 

It would have been prima facie obvious to one of ordinary skill in the art at the 
time the claimed invention was made to have produced an immunogenic composition 
comprising an immunostimulant which induces predominantly Thi-type immune 
response and antigen-presenting cells that express SEQ ID NO:36 (i.e., a polypeptide 
comprising residues 367-375 of SEQ ID NO: 11 3) and a method of stimulating an 
immune response in a patient comprising administering said immunogenic composition 
for therapeutic benefit of prostate cancer. 

One of ordinary skill in the art would have been motivated to and had a 
reasonable expectation of success to have produced an immunogenic composition 
comprising an immunostimulant which induces predominantly Th1-type immune 
response and antigen-presenting cells that express SEQ ID NO:36 (i.e., a polypeptide 
comprising residues 367-375 of SEQ ID NO: 11 3) and a method of stimulating an 
immune response in a patient comprising administering said immunogenic composition 
for therapeutic benefit of prostate cancer in view of Billing-Mendel et al and Mincheff et 
al and Apostolopoulos et al because Billing-Mendel et al teach a nucleic acid (i.e., SEQ 
ID NO; 16) encoding a prostate cancer antigen comprising residues 367-375 of SEQ ID 
N0:1 13 (i.e., SEQ ID NO:36) and Mincheff et al teach a method of treating prostate 
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cancer patients with dendritic cells transfected with a nucleic acid encoding a prostate 
cancer antigen where they stimulate autologous T cells and Apostolopoulos et al teach 
that induction of a humoral or antibody immune response (i.e., Th2 response) gives 
poor tumor protection accompanied by little cellular immunity (i.e.Jhl response), 
however, when a cellular immune response is induced, this results in significant tumor 
protection, cytotoxic T lymphocytes and little antibody production. Therefore, one of 
ordinary skill in the art at the time the invention was made would have been motivated 
to have produced an immunogenic composition comprising dendritic cells transfected 
with the nucleic acid (SEQ ID NO: 16) encoding the prostate cancer antigen of SEQ ID 
NO:36 of Billing-Mendel, and an immunostimulant which induces a predominantly Thl- 
type immune response and administer said immunogenic composition for the treatment 
of prostate cancer patients since the induction of an antibody or Th2-type immune 
response gives poor tumor protection accompanied by little cellular immunity (i.e.,Th1 
response), however, when a cellular orThl-type immune response is induced, this 
results in significant tumor protection, cytotoxic T lymphocytes and little antibody 
production. Thus, there would be an advantage to combine dendritic cells expressing 
the prostate cancer antigen of SEQ ID NO:36 with an immunostimulant which induces a 
predominantly Thi-type immune response for immunotherapy in prostate cancer 
patients. Thus, it would have been prima facie obvious to one skilled in the art at the 
time the invention was made to have produced an immunogenic composition 
comprising an immunostimulant which induces predominantly Th1-type immune 
response and antigen-presenting cells that express SEQ ID NO:36 (i.e., a polypeptide 
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comprising residues 367-375 of SEQ ID N0:113) and a method of stimulating an 
immune response in a patient comprising administering said immunogenic composition 
for therapeutic benefit of prostate cancer in view of Billing-Mendel et al and Mincheff et 
al and Apostolopoulos et al. 

Therefore, the invention as a whole was prima facie obvious to one of ordinary 
skill in the art at the time the invention was made, as evidenced by the references. 

Conclusions 

10. No claim is allowed. 

1 1 . Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to David J. Blanchard whose telephone number is (571) 
272-0827. The examiner can normally be reached at Monday through Friday from 8:00 
AM to 6:00 PM, with alternate Fridays off. If attempts to reach the examiner by 
telephone are unsuccessful, the examiner's supervisor, Larry Helms, can be reached at 
(571 ) 272-0832. The official fax number for the organization where this application or 
proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov . Should 
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you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 

Respectfully, 
David J. Blanchard 
571-272-0827 
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